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tr vnrT ^ fro to rwt cl «mft t fwwR fa r$ smc n cu n ^ ^ rf 

in fi 

Separate Paging is given to this Part in order that it may be filed as a 

separate compilation 


wrewr «At afrerc n^nTT rrirr 

srfan^T 

=11 feff, 18 SPITfT, 1984 

nr. nn. fe. 6i3 (w).—tfrrfa ffc sramm 1 *rmnr ffr-nr, 
1945 TT ®fl <, rfefen it" J n % P.1 l i n>fan4 fan+lf ^ 97 Pi m Pi Pan 
HT w ’ t [, feir %7ftn top, trtnfa d+Trvr JtrrTfTTT nfe & 
rum nfe v tot?i *rtnfa trYr wan rrmnfr trfafem, 

1940 ( 1940 9T 23) ft HITT 12 rflT 33ITCT !RtT nfen 97 

wr 9rfe sr»nvrT ^npft |, 397 htu tfemw" <fe 
*rtft *nfefr ft rm r rft f fen mfm fenr ztm |, ftfe 
■afe nvrrfe tivrmnT ft i sfe stu mr fr vrfr 
ftfn" SH4 nr rr npftc it fetfe "an "uwtu ft J7feti\ fed 4 
mj ’nfejnnr nnnfen 9?r Ttfer ft, omm vt ^nrua amrf 
ft, n^n fet 97 srafa n/V rmrffe nr nr stfe tot* 
ferm. fen snnnr i 

fer arrwWf nr jjfrfer nTafrsrr tot fetfes rfer n^rmfe 
% 9?% ott smn T’r am?r feft snfe it nrn ftfe fftq tout 
fern: nfeft i 


am Finn 

1. fern 97 nftntt nrn.nfeVtfe' snmnr nmnfr (rrtfwn) 

fern, 19S4 ft i 
* 

2. tftnfa tffTjnrmn tmnfr Fnm, 1945,— 

(t) fen 59TTTfent ( 2 ), finm m f ntfenr ( 1 ), ( 2 ) 
rife ( 3 ), fem 64, fern 6 7-nr f nqfem ( 2 ), fem 
67-n tftr 67-n n, "fen nfer. fen % fen rsrr qr ifen 
=fer nr fe^n «fer n*rt f ftr tt, n^f 

^ trm If, "fem ^rfe, fenn >f Pi d ^jit, 
nr hmi3 ruj nT fnnm % fen' nv^ Twarferi 

(n) «mr 7 sfe i~r f vfrfa it, “fen % fee; fernffn" 
anrf % rnm nr sr^t nsr t fe "fen *f fan; nr 
fern r fe(T f^FrnW” n*n T<t nfe ; 

(n) fern 694mnfem ( 1 ), fnnn 70 -T, fem 76, fern 
fem 76r, fem 84-nrtftrfem 35-7 it "ffen f 
fen faferW ft nnjrfe” nfe % wrn nr: n?'r 

* trfe & "fen % fen nr fern % fen feferrn 
ft wn^ife 1 ' ! iw srfe ; 
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fa) faqR HvWTT TO 7 5-Tfa * TO fafaTO fa 
qypTO vr^\ $ T r l ^rfa ~m q "fro 

TO qr ^ TO faf^R fa fasfarer " 

TO Tlfa , 

fa) mR iTO TObfi % T T fHHf-lto T7 IT 

JII'f/lTj OTtrT-- 

' j TOr *r TO 7n TO 7 ^ % TO mrTrjT?r *mtfnqi 

m fafafaV’; 

fa) famr us it, "5RTOT qrTOfa fafaTO fa fa- 
TOt ” TO 1[ fTOr qTOn qmfa % fTOr ^ TO fafaTO 

fa rafrr" TOt * X RR qr, jTZT iTftf % TO £, 

faTOrffa TO*rr, qTO— 

TOrq % Fin qr ffapR fan wwzR qrofirat 
% fTOTO fa faTOr” 

fa) TOn TO ufptr it, “TOr % TO srtspt 

qmffat t fTOTOT fa fajrk-i " Rfa % «tm qq 
ipt w % fat f, 1 TO*r % Eft m *r fap 
5TTOT ^FTfWtj qr ffarfa 7 ! fa !TH5ffPf'’ TO ttJ 
ji i rPi ’ 

fa) tffafa * ^ — 

(i) mFT, UHT, 19-W, 20, 2fRT, 2n-W, 20-TT, 20-R, 
20-*, 20-^, 21, 21WT, 21^5, 2 1-R q, “fTOq 
fat % fat? T£T*F7 RT TOr % TO JTT f^rjT^T 
% fan; fafafa TOt % t 7 " ^r TO $ 5 ^ 7 % 

"ffar TO - , fTOr t TO ^r; qy $fTsfr 
?tt q^TR TO Tr TO^r % fan; fa?rffa ? 
umr fa srrnrif ; 

(ii) im ihwtt:, 2oww TO 12 i-'TO' fa, "ttffa fro 
qr Ppq %■ fay ^FretTO 1 *r*5f % ^pq 
TO TO ^ TO £ “fr^R TOt, TO fTOr 
Bf; fay qq qr ^fat qifa qr yTOTT TOT ^T 
ffapR fa wqsrffa vi£? far "-If m if j 

(iii) 19 TO i?hTO, "fTOrTOr, fTOr^farTpqq; 
qr TOr Tot ^rr Imr qrfa fa ^TOfa 1 ' TOii 

prrq t 7- TO TO # TO “fTOr TO", 
TOr ^fr ffa 7 ^, qT qfarq qr, ^ptr qpq 
qj faqm q:fa fa TO "faTO^^ 

(iv) STO 24, 24-^7, 24-^T, 24^, 25, 25‘5fr, 25-R 

25-^T, 27, 2 7-TT, 27-^T, 2 8-^7, 28-^ fa 4 ‘firFT 

^ fary fafqTOfa wTOfa” TO l( if7 fTOq ^7 fanr 

fTOTO fa TOr ^ *to q *, -sifa 

q TO - fa 'fa fTOr % ffan faffarW ^t fTO^r 
fa qTOfa w far Rtfar ; 

(v) kto 3i f ji-qr, 32 TO 32 -qr fa"fTOr % TO 
qprfTO % PTOrfw fa rTOTO ^ ^tr l R 
u fTOr q fTO tt ffar^p % TO ttor toTOt qr 

fTOTO fa to fat rTO i 

>* *■ 

TOpt:— i-5-i 979^ qvriTOrTO TOEr TOtosr 
qmfaTO r, mis, TOfq TO qqrqq qnrfa 
TOrPiq^ TO fTOr, TO ft. fa qq, nR.-^i) 


TO ^ttto TO qffap pRm TOm 
ffamr) % qqrqq f RqfTO ^ i 
"m fawi qr, qnr 2, ^i) 

it tttTO TOTOTO TOqqqrfa jpt TOt^ 
TOtt qqr, TOf^.— 

1. qr.qnTO. 1241 qrTOr 6-1*1-79 

2. qr.qrr.fa. 1212 qrTO g-r >79 
8 . qr.qr Pt. 1243 TOpi s-iu-79 

4. qr.qrr.fa. 12SJ qvTO 12-1 a-7 h 

5. qi.^T.fq. 430 TOPf 19-4-R0 

6 . RT.qT. fa. 779 TOP? 26-7-SO 

7. HT.qTT fa . 5 10 (q) TOtw 22 - i t«o 

s. qr.qrr.fa. uso (r) ttTO 5-12-so 
-1. qr. qn.fa g«i (r) qrn^ 5-12~s0 
10 - qi.^T.fa sr 2 (?r) TOtw 5-12-so 

11. qT.qr.fa. 27 (r) TOfarw-i-si 

12. qr tt fa. -1 7 « (^) TOrw s-s-si 

13. qr, qrr. fa. y > (q) TOt^r 15-2-K2 
14 qT.qr.fa- 462 (w) qrftw 22 -S-S 3 
15 . qr qT. fa. 510 (fa) TOw 26-7-82 
is. qT.qr.fa. 1 3(q) TOfar 7 - 1 -S .3 
17 - ttt. qrr. fa. 3 is (r) TOfar 1 - 5 -S 4 

18, RT.qT.fa 331 (r) TOPt 8-5-84 

19. RT.^T-fa. 160 (TT) TOtW 20-6-S 1 
2 0. qT.qi-fa. 487 (q) TOtw 2-7-84 

[qo nqq- 110 14/2/ft 3-fa "R . n R. fa fa . n;q. 0 . ] 
^T. fa. qTOqqT, faqq qffa 

MINISTRY OF HEALTH & FAMILY WELFARE 
NOTIFICATION 
New Delhi, the 18th August, 1984 

G.S.R, 613(E),—The following draft of ccrtuir 
rules further to amend the Drugs and Cosmetic: 
Rules, 1945, which the Central Government proposes 
to make, after consultation with the Drugs Technical 
Advisory Board, in exercise of the powers conferred 
by sections 12 and 33 of the Drugs and Cosmetic: 
Act, 1940 (23 of 1940), is hereby published as re¬ 
quired by the said sections for the information of al 
persons likely to be affected thereby and notice if 
hereby given that the said draft rules will be taker 
into consideration on or after the expiry of a perioc 
of ninety days from the date on which the copies o 
the Official Gazette in which this notification i; 
published are made available to the public. 

Any objections or suggestions which may bt 
received from any person with respect to the saic 
draft rules before the expiry of the period so sped 
lied, will be taken into consideration by the Centra 
Government. 
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DRAFT RULES 

1. These rules may be called the Drugs and Cosme¬ 
tics (Amendment) Rules, 1984. 

2. In the Drugs and Cosmetics Rules, 1945,— 

(a) in sub-rule (2) of rule 59, sub-rules (1 ), 
(2) and (3) of rule 61, rule 64, sub-rule 
(2) of rule 67-A, rule 67-C and rule 67-F, 
for the words, “to sell, stock or exhibii for 
sale or distribute’ 1 , wherever they occur, 
the words “to sell, stock, exhibii or offer 
for sale or distribute 1 ' shall be substituted : 

(b) in the headings to PART VJI and PART 
VITA, for the words, “MANUFACTURE 
FOR SATE" wherever they occur, the 
words “MANUFACTURE FOR SALE 
OR FOR DISTRIBUTION", shall be 
substituted ; 

(c) in sub-rule (1) of rule 69, rule 7ITA, 
rule 76, rule 76-A, rule S4-R and rble 
85-B, for the words, “licence to manufacture 
for sale", wherever they occur, the words 
“licence to manufacture for sale or for 
distribution" shall be subsituted ; 

(cl) in rules 69-A and 75-A, for the words 
“licences for the manufacture for sale”, 
wherever they occur, the words “licences 
to manufacture for sale or for distribution" 
shall be substituted ; 

(e) in Part XIV r t for the heading, the following 
heading shall be substituted, namely >— 

“Manufacture of cosmetics for sale or for 
distribution'* ; 

(f) in rule 138, for the words “licence to 
manufacture cosmetics" and “licence to 
manufacture any cosmetic for sale", whoe¬ 
ver they occur, the following shall he 
substituted, namely : — 

“licence to manufacture cosmetics for sale or 
for distribution", 

(g) in rules 139-A and 139-R, for the words, 
“licence to manufacture cosmetics for 
sale", wherever thev occur, the words 
“licence to manufacture cosmetics for ^ale 
or for distribution", shall be substituted; 

(h) in Schedule A,— 

(i) in Forms ETA, 19-B, 20, 20-A. 20-B, 

20- C, 20-D, 20-E, 20-G, 21, 21-A, 

21- B, 2TC, for the words, “licence to 
sell, stock or exhibit for sale or distri¬ 
bute" wherever they occur, the words 
“licence to sell, stock or exhibit or offer 
for sale, or distribute" shall be substi¬ 
tuted ; 

(ii) in Forms 19-AA, 20-BB and 21-CC, for 
the words “licence to sell by wholesale 
or to distribute", wherever they occur. 


the words “licence to sell, stock nr 
exhibit or offer for sale by wholesale, or 
distribute", shall be substituted : 

(iii) in Forms 19 and I9-C\ for the words 
licence to sell, stock or exhibit for sale 
or distribution of', wherever they occur, 
the words “licence to sell, stock, exhibit 
or offer for sale, or distribute” shall be 
substituted ; 

(iv) in Forms 24, 24-A, 24-C, 24-F, 25, 

25-A, 25-C, 25-F, 27, 27-A, 27-B, 28, 
28-A, 28-B, for the words “licence to 
manufacture for sale" and ‘‘licence to 
manufacture for sale of", wherever they 
occur, the words “licence to manufacture 
for sale or for distribution of" shall be 
substituted ; 

(v) in Froms 31, 3TA, 32 and 32-A, for the 
words “licence to manufacture cosmetics 
for sale”, the words “licence to manu¬ 
facture cosmetics for sale or for distribu- 

" lion” shall be substituted. 

NOTE : The Drugs and Cosmetics Rules, 1945, 
as amended up to 1-5-1979, is contained 
in the publication of the Ministry of 
Health and Family Welfare (Department 
of Health) containing the Drugs and 
Cosmetics Acts and the Rules (PDOHS- 
61). Subsequently the said rules have 
been amended by the following noti¬ 
fications published in Port II, Section 
3(i) of the Gazette of Tndia, namely : — 

1. G.S.R. 1241 dated 6-10-79. 

2. G.S.R. 1242 dated 6-10-79 

3. G.S.R. 1243 dated 6-10-79 

4. G.S.R. 1281 dated 12-10-79 

5. G.S.R. 430 dated 19-4-80 

6 . G.S.R 779 dated 26-7-80. 

7. G.S.R. 540(E) dated 22-9-80 

8 . G.S.R. 680(E) dated 5-12-80 

9. G.S.R, 681(E) dated 5-12-80 

10. G.S.R. 682(E) dated 5-12-80 

11 . G.S.R. 27(E) dated 17-1-81 

12. G.S.R. 478(E) dated 6-8-81 

13. G.S.R. 62(E) dated 15-2-S2 

14. G.S.R. 462(E) dated 22-6-82 

15. G.S.R. 510(E) dated 26-7-82 

16. G.S.R. 13(E) dated 7-T83 

17. G.S.R. 318(E) dated 1-5-S4 

18. G.S.R. 331(E) dated 8-5-84 

19. G.S.R. 460(E) dated 20-6-84 

20. G.S.R. 487(E) dated 2-7-84 

[No. X-l 1014|2|83-DMS&PFA) 
S. V. SUBRAMAN1YAN, It. Secy. 
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